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Sir: 

Appellants submit this Reply Brief in response to the Examiner's Answer, 
mailed on March 14, 2008, in connection with Lheir Appeal Brief, Hied on December 
6, 2007, which was filed in response U> the final rejection of the Patent Office > mailed 
July 1 1, 2007, in the above-identified application. 
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STAT US or a. AIMS 
Claims 38-54 remain pending and rejected. Claim 1-37 have been canceled. 
The claims on appeal in this application are claims 38-54. 
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GROW n.i>s, PC reje ction to h k kevi ewbdon appeal 

The issues presented for review are: 

a. whether claims 38-40, 44-46j 48-49, and 52-54 arc unpatentable under 35 U.S.C. § 
102(b) as being anticipated by U.S. Patent No. 5,504,055 (hereinafter "Hsu"); 

b. whether claims 38-40, 44-46, and 48-49 arc unpatentable under 35 13 .S.C. § 
102(h) as being anticipated by U.S. Patent No. 6,426,424 (hereinafter "Ashmead 
•424"); 

c. whether claims 38-40, 43-49, and 52-54 are unpatentable under 35 U.S.C. § 
102(b) as being anticipated by U.S. Patent No. 4,725,427 (hereinafter "Ashmead 
'427"); and 

d. whether claims 41-42 and 50-5 1 are unpatentable under 35 U.S.C. § 1 03(a) as 
being obvious over Ashmead '427 in view of "Production and Utilization of 
Amino Acids" published in Angcwandtc Chemie International Edition aulhorcd 
by Yoshihaiu l/.unii, Ichiro Chibata, and Tamio Itoh (Angew. Chem. Int. Ed. 
Ungl. 1 7, 1 76- 1 83) (hereinafter "Jzumi"). 
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ARCjtJMHNl 

\ " ' - . A. Em^ii^-S-Aii^!?!; 

' / The' following numbered paragraphs summarize the Examiner's 103 rejections 

and iho Examiner's response to the Appellants' arguments. The following section B 
addresses those arguments that have been presented by the Examiner in response to 
the Appellants 7 previous arguments, The Appellants refer the Board of Appeals to the 
Appeal Bitef for a move complete summary of Appellants' positions, as supplemented 
by the present Reply lirief, ■ 
; 1 . Jn rejecting claims 38-40, 44-46, 48-49, and 52-54, the Examiner alleges 

. ; ' that I Tsu teaches metal amino ackl chelates. Even though l !su docs not teach 

hypoallcrgenic products or materials, the Examiner notes that **[i]t is the Examiner's 
:« position that the method of Msu ct aL is the same as that claimed in instant claim 52, 
i.Q, , it results in the same composition. 9 ' See Examiner's Answer, page 4. 
> 2, In rejecting claims 38-40, 44-46, and 48-49, the Examiner alleges that 

' Ashmcad '424 teaches melal amino ncjd chelates. The Examiner docs not address the 

hypoallergenic element in this rejection. 

3. Jn rejecting claims 38*40, 43-49, and 52-54, the Examiner alleges that 
Ashmead '427 teacher metal amino acid chelates, The Examiner states that "[ijt is 
the Examiner's position that someone had to taste the composition and report on the 
flavor 1 any subject can be susceptible to allergens upon exposure to allergens; amino 
acids can be purchased in pharmacculically pure form implicitly having no allergens 
;,'« thus reading on the method of instant claims 43 and 52. Subjects can inherently have 

allergies to at least one of soy, peanuts, tree nuts, crustaceans, finfixh, dairy, wheat, 
eggs, corn, gelatin, whey, chocolate, and strawberries.'* See Examiner's answer, page 

» \ ' 
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■ . 4, In rejecting claims 41-42 and 50-51, the Kxaminer alleges that Ashmcad 

\'[ , '427 in view of fzumi loaches a method of producing metal amino acid chelates other 

, ; than protein hydrolysis. 

5. In response to Appellants 1 argument that the references cited by the 
lixaminor do not positively recile "hypoallcrgenic," the Bxaniiner asserts that die 
compositions disclosed are hypoallergcnic based on the Appellants* own definition of 

: : the term., The Kxaminer concludes that "the reasonable conclusion that is drawn from 

: , r ' ' ; « Appellants own teachings is that compositions are hypoallergcnic when 'care has 

: , ' : been taken in formulation and/or production' to exclude such allergen sources fl " 

;'" /* ; Sec Examiner's Answer, page 9, 

6. In responv^e to Appellants' arguments that the cited references do not 

'• disclose or suggest the affirmative steps of determining the metal to by hypoallergcnic 
I . and the amino acids to hypoallcrgenic, the Kxaminer responds that "[t]his falls in the 

. realm of common sense," See Examiner's Answer, page 10. The Examiner further 

slates (hat u [i\t is simply common sense that manufacturers of nutritional supplements 
! adhere to pood manufacturing practice or risk severe penalties and therefore select 

metals and amino acids that arc free from contaminants and use good manufacturing 
practice in the production of such materials " SpojtL 
t : 7. In response to Appellants 1 argument regarding identifying a subject 

■ susceptible to a type of allergic reaction and formulating a metal amino acid chelate 

! determined to be hypoallcrgenic lo that type of allergic reaction, the Examiner stales 

, \ that "it remains the Examiner's position that any subject is susceptible to a type of 

': : * . allergic reaction 91 and lhat such sieps are therefore inherent in the art. See Examiner's 
V Answer, pages 10-11. 

i ■ * 
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B. 102 Rejections of Independent Cla ims 38 and 46 

Throughout the present prosecution, Appellants have attempted to explain the 
correct standard needed to establish anticipation. The Appellants have submitted 
anticipation case law to the Examiner and have argued that the Examiner must show 
each and every element in rejecting the present method claims. Additionally, 
Appellants have explained that the product-by-proccss inquiry cited by the Examiner 
throughout (he prosecution does not apply to method claims, i.e., patentability of a 
method is independent qf patentability of a product. Appellants have explained that a 
single product may be produced by a number of patentable methods. However, 
Appellants are unsure if the Examiner has considered this critical difference as the 
Rxaminer has maintained the present 102 rejections using the same logic in the 
present iixamincc's Answer. 

Notably, the Rxa miner lias never argued that any of the presently cited references 
explicitly teach a hypoallergenic composition. Instead, at best, the Examiner is 
relying on inherency, As such, in order to establish a proper 102 rejection, the 
Uxaminer must show that the missing descriptive matter is necessarily present in the 
thing described in the reference, and that it would be so recognized by persons of 
ordinary skill. However, the Uxnmincr has not done so in rejecting the present 
method claims. 

There are several "missing descriptive matters" in the present case for both 
independent me thod claims. l 7 or claim 38, none of the cited art teaches selecting an 
amino acid determined to be hypoallergenic or selecting a metal source deter mined to 
be hypoallergenic. The hypoallergenic determination is critical in providing a 
hypoallergenic metal amino acjd chelate composition that is know to be 
hypoallergenic, For claim 46, none of die cited art teaches identifying a subject 



: PAGE 8/13 * RCVD AT 5/B/2008 1 :59:09 PM [Eastern DayOght Time] 1 SVR:USPTO€FXRF-5/10 ^ DNIS:2738300 * CSID: * DURATION (mm-ss):03-00 



MAY-06-08 TUE 10:56 AM FAX NO. P. 09 

REPLY BRIEF 
' ' Docket No. 00015-22306 

7 

susccpliWc to a type of allergic reaction; formulating a metal amino acid chelate by 

. selecting an ammo acid determined to be hypoallergenic and selecting a metal source 

llet^njnodjojho hypoallcrgenic; or admi nistering the hypoallergenic metal amino 

acid chelate composition tQ a subject. 

To be clear, both independent claims 3 8 and 46 specifically require an affirmative 

hypoallcrgenic determination steps with respect to both die amino acid source and the 

; 4 incUd source. The present specification is specific in defining the terms 

hypoallergenic, allergy, and allergen, so that no ambiguity arises as to the Appellants' 

methods and compositions. Specifically, 

% "hypoallcvgcnic'' refers to compositions where care has been taken in 

formulation and/or production to ensure minimal instance of allergic 
reactions in a target subject or class of subjects. . . 
"[ajllcrgy" refers to an acquired and abnormal immune response to a 
substance or moiety of a substance (allergen) that produces an altered 
• 1 ' bodily reaction. . . 

"allergen" refers to a substance that causes manifestations of allergy, 
such as a protein or antigen. 

Sec page 8, lines 12-29. p.laborating on this affirmative hypoallergenic determination, 
; the specification states that ''[determining whether a composition or its source is 

• hypoallergenic indicate!? that some type of evaluative step be performed." Sec page 
10, lines 21-28, None of the references provided by the Examiner refers to any such 
"evaluative step 1 ' as required by claims 38 and 46. 

Appellants wish to address the Examiner's arguments as presented in the 
. Hxamincr's Answer* First, the lixaminer has styled that "ihe reasonable conclusion 
' that is drawn from Appellant's own teachings is that compositions are hypoallergenic 
4 , t . , y when 'care has been taken in formulation and/or production' to exclude such allergen 
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$ourccs []." Sec Kxa miner's Answer, page 9. Additionally, in response lo the lack of 
. - : teaching of affirmative hypoallorgcnic determination steps, the Kxamincr has .staled 

that falls in the realm of common sense" and that "[i]t is simply common sense 

that manufacturers of nutritional supplements adhere to good manufacturing practice 
or risk severe penalties and therefore select metals and amino acids that arc free from 
• : ' contaminants and use good manufacturing practice in the production of such 
materials" See Examiner's Answer, page 10. 

These points have been previously argued in Appellants' Appeal Brief. With 
respect to the hypoallcrgemc definition, the Examiner has focused on the phrase 
: "where care has been taken" in stating "[ijt is the Examiner's position that care has 

been token in the formulation of the metal amino acid chelates of the cited references 
' / such that the metal amino acid chelates would be substantially free of impurities (for 

example allergens) that could potentially interfere with the sensitive types of analysis 
perfomicd on the metal amino acid chelates." Sec Final Office Action dated July 1 1, 
1 2007, pages 9-10. 

, . I lowevcr, the Examiner has taken the phrase "care has been token" out of 

context. Appellants have clearly defined that care has been taken 'Ho ensure minimal 
c instance of allergic reactions in a target subject or class of subjects." Such is not the 

case wilh the present cited references. There is simply no disclosure in any of the 
references that ensure a minimal instance of allergic reactions. In fact, as previously 
discussed, none of the references mention hypoallergenic materials or hypoallcrgenic 
; compositions in any context Again, it is noted thnt the method claims produce 
' ,\ t : ■•' . chelate c ompo sitions^ and not the individual chelate molecule. In practicality, a 

chelate molecule does not exist in a vacuum, but rather, many chelate molecules are 
\"; commingled with mi reacted starting material and other material that leads to allergic 
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/ reaction. This is particularly true with amino acids, as they aro typically prepared 

,! .using proteins, which fire notorious allergens. By selecting source material to begin 

, ' : • , with lhat is substantially devoid of such allergens, amino acid chelate compqs&fiiTfi 
can be prepared that do noL illicit allergic reactions in susceptible subjects. Again, it 

! i 

' J I it> Ihe moihod (hat is being claimed, and the composition is really only relevant as to 

•■ • , 

i ■ define what jhe method prepares, i.e. a hypoallergenic composition which includes 

** ■* ' i 

i j amino acid chelates 

»* i 

' , ' ' : Appellants wish to further elaborate on this point using a commonly used 

[ 1 . 1 i • hypoallergenic product (this was submitted to the Examiner during prosecution). 

< : ! : Baby formula is produced by a nitmbcr of companies including Similac. Tn 

■ \\ 

* I accordance with the Uxam5ner*s logic, Appellants submit that Similac takes great care 

4 , j . in the manufacturing of its products. However, Similac offers various forms of its 

, | • baby formula including a regular formula, Similac Advance Infant Formula, and a 

<\ * hypoallergenic formula, Similac Alimcntum Hypoallergenic Formula. Sec 

,i j http://welconicaddition.com. Such fonnulations are not interchangeable. As such, 

. \ /' Appellants submit that the mere ability to be consumed by a human or the fact that 

care is taken in production is not enough to ensure a hypoallergenic composition. 

Furthermore, Appellants stress that merely taking care in producing and/or 

manufacturing a product is not enough to qualify undcT Appellants' hypoallergenic 

definition. Appellants contend' that the Examiner is attempting to take this one phrase 

from Appellants 1 hypoallergenic definition and use it out of context, 

:,; !. . , Second, in response 10 Appellants' argument regarding identifying a subject 

" .,. \ , susceptible to a type of allergic reaction and formulating a metal amino acid chelate 

, - : ! ' ■ determined to be hypoallergenic to that type.of allergic reaction, the Hxamincr states 

•\ ' ,{, \ . that "it remains the Examiner's position that any subject is yusccptiblc to a type of 

:. • i " i ■ • 
» 1 I 
i 
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allergic reaction" and that such steps are therefore inherent in the art. See Examiner's 
Answer, pages 10-11, 

Appellants have also addressed this point in Appellants' Appeal Brief. In 
shorl, Appellants (submit that allergic reactions are unique and specific and thai the 
Examiner's overly broad statement is incorrect. The fact that a person may be allergic 
to any given substance is not a substitute for 'Identifying a subject susceptible to a 
J.yp<£ of allergic reaction." As such, Appellants have recited an element not taught in 
iiny of the prcjscatly cited references. Additionally, Appellants note that as the 
references never identified subjects susceptible to an allergic reaction, the references 
cannot teach the element of administering a hypoallergenic metal amino acid 
composilion to such a subject. 

Additional ly, the Rxaminer's use of inherency in Ihis instance is misplaced. In 
order for inherency to be properly utilized, the Examiner must establish that the 
missing clement is necessarily present, However, the Examiner has not established 
that an individual is necessarily allergic to every possible allergen or that the present 
method steps would bo necessarily present in every manufacturing process. As such, 
a proper 102 rejection has not been made. Furthermore, note that the claim language 
• of the method requires determination steps to make sure materials used to make the 
composilion are hypoallergenic. These evaluative steps are wholly missing from the 
prior art cited. 

As the present claims contain elements not taught in any of the cited 
references, alone of in combination, Appeltants respectfully request that the Board 
overturn the present rejections. 
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CON CLUSION 



Appellants respectfully submit that the claims on appeal set forth in the 
Appendix of Appellants* Appeal Brief arc palcntably distinct from the asserted prior 
art references, Particularly, none of the asserted references, or combinations of 
references, teach each and every element of the claimed invention. 

For these reasons, Appellants respectfully request that the Hoard of Appeals 
reverse the rejections and remand Ihe case to the Examiner for allowance. 

Please charge tiny fees except for Issue Fee or credit any overpayment to 
Deposit Account No, 08-2025, 




Givf^/P. Oalpfeon 
Attorney for Appellant 
Registration No. 44,266 



T! IORPK NORTH & WESTERN, LLP 
SI 80 South 700 Hast, Suite 350 . 
Sandy, Utah 84070 
(801) 566-6633 
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